Application No. 10/677,767 

DRAWING AMENDMENTS 
There are no amendments to the drawings. 
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Application No.: 10/806,358 

REMARKS 

The following claims are pending in the application: 1-13 
The following claims have been amended: 1 , 2 

The following claims have been deleted or 3-13 
withdrawn: 

The following claims have been added: 

As a result of the foregoing Amendment, the following claims remain pending in the 
application: 1 and 2. 

Applicants respectfully request that the Examiner enter the following Amendment 
and consider the following Remarks. Applicants respectfully request that the Examiner 
reconsider and again examine the present application and claims in light thereof. 

Claims 1 and 2 are pending, and I have attached a copy for your convenient 
reference. In response to the issues raised on pages 3-4 (Paragraph 1 1 , items A - D) of 
the outstanding Official Action, Applicants have addressed these issues as follows. 

With respect to item A, Applicants have amended the application to delete the 
term the term in vitro in its entirety to best assure there is no issue as to the clarity of the 
claims. 

With respect to item B, the Examiner has objected to the term "the current 
preprogrammed response" as a term that does not limit the invention and is not defined 
in the specification. Applicants respectfully submit that this term refers to the antigenic 
response that exists in a given patient at the time prior to treatment, and that one of 
ordinary skill would understand its meaning. That is, reference to "the current 
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preprogrammed response" would be understood as the current antigenic response that 
a given patient has upon presenting for treatment, and is used to define what is meant 
by "an antigen in a formulation without interfering with the current preprogrammed 
response of the immune system to that antigen" in context. Applicants have added the 
term "prior to said stimulation" to this phrase in order to clarify the temporal context. 

Turning to item C, the Examiner has objected to the term "modulate" 
or "immunomodulation" as a term that is unclear because modulation may be either 
stimulatory or suppressive. Appreciating the Examiner's position and helpful remarks, 
Applicants have added the term "stimulatory or suppressive" in order to clarify that the 
present invention may be directed to either variation of immunomodulation at variance 
(ie., away from) the " is intended to refer to either stimulatory or suppressive 
immunomodulation, and that one of ordinary skill would understand its meaning as 
either stimulatory or suppressive (i.e., departing from the current unwanted immune 
response ). 

With respect to item D, the Examiner has objected to the term "undesired current 
status" and "unwanted immune response" as terms that do not serve to define the 
invention. . Appreciating the Examiner's position and helpful remarks, Applicants have 
deleted reference to "undesired" and "unwanted" in order to clarify the claims. 
Applicants respectfully submit that the claims as amended now clearly refer to the 
immune response of the patient which is changed through stimulatory or suppressive 
immunomodulation, and that one or ordinary skill would understand their meaning (i.e., 
immunomodulating away from the current immune response). 
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As to item E, the Examiner has objected to the term "immunoneutral formulation" 
as undefined and unclear. The Examiner notes that the example given in the 
specification is HSA as an immunoneutral species. Applicants respectfully submit that 
the term "immunoneutral formulation" would be understood by one or ordinary skill as 
referring to the immunoneutral nature of the formulation in the claimed invention. 

Finally, in item F, the Examiner has objected to the form of claim 2 by stating is 
unclear how the immunomodulation is achieved by the stated evaluation and 
determining the suitable therapeutic formulation. Appreciating the Examiner's position 
and helpful remarks, Applicants have added the step of "administering said therapeutic 
formulation to said individual" in order to provide an affirmative step indicating that 
treatment is brought about. 

As to the substance of the invention, the Examiner has cited U.S. Patent No. 6, 
093,396 against claims 1 and 2 of the present application. The Examiner has taken the 
position that this patent teaches the invention. The Examiner states this reference 
teaches the "in vitro" stimulation of the immune system. The Examiner also takes the 
position that this patent teaches the use of modified hGAD65 in what is said to be an 
immunoneutral formulation (i.e., non-specific serum albumin in saline). 

In order to clarify the invention, Applicants have amended claim 1 to specify that 
the immunoneutral formulation includes an immunologically neutral protein, as 
supported by the specification. 

Applicants respectfully submit that the cited reference does not teach 
administering the antigen itself in an otherwise immunoneutral formulation including a 
immunologically neutral protein, such as HSA. 
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The claimed formulation stimulates the immune system with an antigen in a 
formulation without interfering with the current preprogrammed response of the immune 
system to that antigen prior to said stimulation. There is no teaching or suggestion of 
this effect in the cited reference. 

Accordingly, Applicants respectfully submit that the cited reference does not 
teach or suggest the invention of the claims as amended. 

CONCLUSION 

In view of the foregoing amendment and accompanying remarks, the Applicants 
respectfully submit that the present application is properly in condition for allowance and 
may be passed to issuance upon payment of the appropriate fees. 

Telephone inquiry to the undersigned in order to clarify or otherwise expedite 
prosecution of the subject application is respectfully encouraged. 

Datft: hoc^ 2S06 



Respectfully submitted, 



Roge/A. Gilcrest 
Registration No. 31 , 954 

Schottenstein, Zox & Dunn Co., L.P.A. 

250 West Street 

Columbus, Ohio 43215 

Mailing Address: 

P.O. Box 165020 

Columbus, Ohio 43216-5020 

P: (614) 462-1055 

F: (614) 222-3437 

Email: rgilcrest@szd.com 
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